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San franc isco District
1431 Harbor Bay Parkway
Alameda, California 94502-7070
Telephone 510-337-6700

Our Reference: 29-50240

June 26, 1997

DanielE,Rocha
Rocha Dairy
6551 West Arbor Road
Tracy, California 95376

Dear Mr. Rocha:

Tissue rcsiduc reports from the United States Department of Agriculture (USDA) andan
investigation ofyourdairy on June 11, 1997, by Food and Drug Administration (FDA)
Investigator Karen L. Robleshave revealed serious violations of the Federal Food, Drug, and
Cosmetic Act as follows:

A food is adulterated under Section 402(a)(2)(D) of the Act if it contains a new animal drug
that is unsafe within the meaning of Section 512. On April 1, 1997, you consigned a cow

(identified by USDA laboratory report nmlxr 3847 M for slaughter as human food. This
cow was delivered for introduction into intwstatc commerce by your firm and was adu]tera(cd
by the presence of illegiil drug residues. [JSDA analysis of tissues from this cow revealed

neomycin in the kidney at 7.50 parts per million (ppm). The tolerance ICVC1for neomycin in

the uncooked edible tissues of cattle hiis been established at 00.75 ppm,

A food is adulterated under Section 402(a)(4) of the Act “if it htis Ixcn prcpat-cd, packed, or

held under insanitary conditions . .whereby ii may have been rcndcrcd if]ju rious [o he;; l(h. ” As

it applies in this ciIsc, “ins~nitary condi[i~ms” llIC; I!IS (11;1[ Y(W hold illlilN;ll S which arc

ul[imatcly of”~crcd for snlc tor slaughter as food under conditions which arc so inndcquatc th; l[

D
mcdica[cd animals Ixaring possibly harmf”ul drug residues ilrc likely I() cll[cr IIWfood supply.

I:(Jr L!XiilllplC, our invcstiga[or ll(~tcd Illc !’(~llofving:



.

Rocha Dairy
Tracy, CA,

1. YOU lWk an ildC~UiltC S)’S[CIll for fissuring [hilt itIlilllillS[0 which ~OU iid[llilliStCr[llCdiCiltioH
have been withhchl I“romsliiu~h[~r Ii)r :ippropriil[c pcriu!s ~)!’(imc tt) dcplctc pot~il[iiilly

hazardous rcsiduus ot’drugs.

2. YOUlack an iid~~uiit~ systcm !’orassuring thiit diIJgS tire USCd in ii manner m)[ ~()[ltriiry to

the directions conttiined in their labeling.

3. You lack an adequate system for i]ssuri~g a~tmiils have been treutcd only with drugs whict]

have been approved tor use in their class or animal or species.

4. You lack an adequate sysmrn tor de[crmining [hat quantities of drugs are being ticcoun[ed

for to preven( the possible overdosing o!”animals at your dairy.

You arc adulterating the drug -brand neomycin sulfate within [he meaning of Section
501(a)(5) of the Act in that it is a new animal drug within [he meaning of Section 201(v) and
unsafe within the meaning of Section 512(a)( 1)(B) of [he Act since it is not being used in
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conformance with its approved labeling. Labeling for -specifies for oral use in animals
only. Your practice of mixing ~ with water for intra mammary use is an unapproved usc
for which safc(y and efficacy has not been proven. Failure to comply with the label
instructions on a drug prtxnts the likely possibility th;~t illegal residues will occur and n~iik~s
the drug unsafe for use.

We request that you take prompt action [o ensure that animals which you ofter for sale as
human food will not be adulterated with drugs or contain ill~giil residues.

Introducing adulterated fouls into intcrst{ltc commerce is u violation d’ Section 301(a) 0!” [he

Act

Ciius]ng the iduitcriition Of drugs iif”tcrmwipl in interstate commerce is ii violution of Scctivn
301(k) 01’the Act.



Rocha Dairy
Tracy, CA.

Bawl on USDA analytical reports and FDA il]spcc[ions, your firm has established a his[or}~ ol-.
o!tcring cull dairy cows and/or calves for sole for humtin food usc which have been found [~)

bc adultmtcd with antibiotic drug residues, The U.S. Dcparmwn[ of Agricul[urc has scn[ you
a letter for each instance in which [heir analysis found the violative levels of antibiotics in your

cull dairy cattle, As a result of the USDA analyses, FDA conducted inspections of your dairy

on April 30, 1991 and August 1, 1995, During the inspections you were warned that it is
illegal to market cull dairy cattle wi[h illegal levels of antibiotics in tissue residues, Warning

Letters from the FDA, dated June 27, 1991 and September 1, 1995, were sent to you as a

result of the violations found during the inspections. You have failed to [ake adequate
corrective action. It is your responsibility to ensure that all requirements of the Act and
regulations arc being met, Failure [o achieve prompt correc[ivc action may result in
enforcement action without further notice, including seizure and/or injunction.

Within fifteen (15) days of the receipt of this letter, notify our Sacramento resident post office

in writing of the specific steps you have taken to correct these violations and preclude their
recurrence. If corrective action cannot be completed within fifteen working days, sta{e the
reason for the delay and the time frame within which corrections will be completed. Your
response should address each discrepancy brought to your attention during the inspection and
in this letter, and should include copies of any documentation demonstrating that corrections
have been made. Please direct your reply to Karen L, Robles, Investigator, U.S. Food and
Drug Administration, 801 I Street Room 443, Sacramento, Calit’ornia 95814.

Sincerely yours,

Patricia Ziobro ‘-
District Director
San Francisco District


